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AMENDMENT AND RESPONSE TO OFFICE ACTION 

Amendment 
In the Claims 

1 ■ (currently amended) A eompofiitioa dosa ge fo rmulation for oral administration 

c»niii«t> itv i ' : * ■ -.A ve amount to tr ial j ten jr et j »i irsenk trioxide r J wberei«-4he 

etM«y->ivk4t»ft4^i^ft^^4-^>¥-a .method eomf>ftSt figr(a) adding ^raet»k-4i4ex4d^e^lef4te- ; \ j s ; ateF-to 

^cwh.t r-vle! ■> , : k Alddm; 

A >• kjJ! • - ummni -.s dus lie et I i i n ! , ai e > 

" ■ iinistrat ion 

2. (currently amended) The compositi o n dosage formu lation of claim I, wherein the 
arsenic trioxide m-stcf -(^ is a powder. 

3. (currently amended) The ee-mpeskiow dosag e formulatio n of claim 2. wherein the 
arsenic irioxidc powder has at least 90%. 95%, 96%. 97%. 98% or 99% purity. 

4. (currently amended) The eom-pesition dosage formu lation of claim I, wherein the 
86&«m4iyei^ arsenic trioxide is in a .solution o f ste rile 
vvatej idma 1 1 1 * _ saAP m \ S 

5. (currently amended) The eeffip#sHK»» .dosage formulation of claim 1, wh ere in th e 
^ydrothktH «+d rfH M t >h«#-'i n m < i n ea,l . -nc add mnnai 

_ i in 



UHKOiKH 
095225W008 



U.S. S.N 1 0/669,869 
Filed: September 23, 2003. 

AMENDMENT AND RESPONSE TO OFFICE ACTION- 

( cancelled) Hie eem-pe i i i of claim 5 ^ herein the i-lwtt 

Hit - ( t i »*n < • 1 -n i _m_ l euj 

7. (cancelled) 

8. (cancelled) 

9. (currently amended) 'The ee»pe»rtieft dosage formulation of claim ? 4., wherein 
die final solution has an arsenic trioxide concentration of i mg/ml. 

itf o:mrenEi\ amended) A-tH>mpe4tiendbrwafa^ 

* >\ik A?ie\« ! ^ II t pKfHRd i HK j t l f r ^ 

SCKf^^ef^r^em-e^ 

^^er-i-i^¥a:te^4e4lte^eeo s-o tok»B-k> ■ form a tin rd -sel -t-n-i one -f d-?-a 44m4^4et^>f 
Jicchloi\ < !■ e !' \ ! ^utnHVii->44r m a fouj ih soht fwH^j^44effrji#H^ep-el 1 ' 

d _ ' J ! J 1 ' 1_ '» ' "in l_ _i r __l'™ ! i 1 a> i" 1 1 n 

Claim'.; 11-27. (cancelled) 

28, (currently amended) A method of treating hematological malignancies in a 
subject in need thereof the method comprising orally administering to the subject a 
ihu peutieaU effeclh amount i an atunk tuo\id« ci mpt^iU »n ui'li a v\ j (Lu i t 

> 1 " t i t i_ J i 1 _ UK I 1* WO 1 v !> ( • O 
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AMENDMENT AND RESPONSE TO OFFICE ACTION 

& step ef-ad ! f j *i- §{•} ml <>i 
-t-'-tfL vdtt^ J ^hUtuntd >1u1hh a knii 1 1'} . 1 o3utbm— kifd-h-m s-a i u^thny-oM 
Iwdt^eWoHO-atadAO'-saidAiw^ 
dd-ate4rv^Fe#rlo-FK 

29. {currently amended) The m ethod of claim 28 . wherein the arsenic trioxide * 
fe) is a powder. 

30 . (original) The method of claim 29, wherein the arsenic trioxide powder has at 
least 90%. 95%, 96%, 97%, 98% or 99% purity. 

,3 ! . (currently amended) T he method of claim 28, .wherein the arsenic trioxide is 
ineonipleteiy dissolved in the first or dispersed in a solution, 

32. (currently amended) The method of claim 28, wherein the arsenic trioxide is 

■ >i pk« 1 , . i 4 <u< ' - h d ot the ItvuWtWwwH^RN * li ni i uul i i i 0 u»i iU 
5 t o 10 n uj/day. 

33. (currently amended) The method of claim 28, wherein die arsenic trioxide is in a 
solution h avin g a pll of the-fet ulh soiu ttea-has-a-p-H-ef 8.0. 

34. {currently amended) The method of claim 28, wherein thedTnal- arsenic trioxide i s 
in a solution has having a pi I of 7.2. 

Chums 35-37. (cancelled) 
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AMENDMENT AM) RESPONSE TO OFFICE ACTION 

38. (currently amended) The method of claim 3? 28, wherein the arsenic trioxide 
comp< i! i til idministered t the subject at intervals i rneric *t4eas4 math or 
longer, 

39. (previously presented) The method of claim 28, wherein the therapeutically 
effective amount is 10 mg per day. 

40. (original.) The method of claim 28. wherein the hematological malignancies is 
selected from the group consisting of acute myeloid leukemia, acute noiilymphocytie leukemia, 
myeloblasUe leukemia, promyelocyte leukemia, myelomonocytic leukemia, monocytic 

leuJ mia roieukemi my« xlysp sdc syndrome, acute promyelocytic leukemia, el onit 
lymphocytic leukemia, chronic myeloid leukemia, hairy cell leukemia, polycythemia vera, 
Hodgkin's lymphoma. non-Hodgkin's lymphomas, myeloma, giant cell myeloma, indolent 
myeloma, localized myeloma, multiple myeloma, plasma cell myeloma, sclerosing myeloma, 
solitary myeloma, smoldering multiple myeloma, non secretary myeloma, osteosclerotic 
myeloma, plasma cell leukemia, solitary plasmacytoma, and extramedullar)' plasmacytoma, 

41 . (original) The method of claim 28, wherein the hematological malignancies is 
acute myeloid leukemia. 

42. (original) The method of claim 28, wherein the hematological malignancies is 
acute promyelocytic leukemia. 

4 -T (new) The method of claim 28 further comprising administering one or more 
additional cheraoihcrapeutic agents. 

45e'?m<j: 6 uhkwwi 



AMENDMENT AND RESPONSE TO OFFICE ACTION 

44. (new) "{"he dosage formulation of claim I in combination with one or more 
additional chemoiherapeutic agents. 
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